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Sin 

fti response to the Office Action mailed on November 6, 2004, Applicants submit the 
following amendments and remarks, ami a petition of a three month extension of the time to 
respond. The Examiner is requested to enter the following amendments and consider the 
accompanying remarks. Reconsideration is respectfully requested. 

Amendments to the claims are reflected in the listing to the claims that begins on page 3 
of this paper. 

Support for the New Claim* begin on page 28 

Remarks begin on page 29 of this paper. 

Enclosed with this paper is a Supplemental Information Disclosure Statement 
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, Alsoer.cN.ed with ihfap^perh.p^tionttmjersrcnij 1.136 for a three Month 
oMBofih. foe to respond, together wim a Fee Wtei fbnn In d^ icate authorizing 
the Commissioner to charged petition fee under 37 CFR| 1.17(a)(3) for the extension and aay 
other fees that may be due to Deposit Account >h»mber 5004!?. McDcnnoft Will & E^ery, 
Washington D.C. 

Please amend the claims t* 5C t forth helow and enter the following 
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Aj^ NPMENT TO THE ffl,^I)MS; 
Claims 1-158 (Ctuwelled). 

Claim 159 (Currently Amended) A method for producing an extended wear ennftu* lens, 
said contact lens comprising a core polymeric material which has a high oxygen permeability 
and a high ion or wtter permeability, which method comprises the steps of; 

a) preparing a lens formulation comprising an oxyperni polymerizable material 
selected from the group consisting of fluorine-r^toming macromers and flourine-comaining 
monomers and an ionoperm polyrn«zaMc material selected fo m the group consisting of 
acrylates, methacrylates, polyalkyiene glycols and N-vinyl pyrrolidines, wherein said oxyperm 
polymerizable material comprises between aboiit 30% to about 70%. based on the total wright, 
of said law frrrrrroktiarj; 

bj placing said term formulation in a lens mold; 

c) polynwrizing [[-]]saul law formulation in saM mold to form a lens core material 
having inner and outer surfaces such that said oxypem* poiymciizahle material and said 
ionoperm polymerizable material of said lens formulation fbtm separate nxypcrtn and ionoperm 
phases; said lens core material having a* oxygen permeability equal to or greater than 77 harrcrs; 

d) removing said lens core material mom said lens mold; 

c) subjecting said tens core material to a treatment to modify said surfaces of said 
lens core material, wherein the surface treatment makes said surfaces more biocompatible with 
the ocular tissue and ocular fluids than md core material alone; and 

f) hydrating the treated lens core material to produce a hyefrated extended wear 
contact lensi [[,]] 
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wherein the modified surfaces of aaid lens in conjunction with the high oxygen and ion 
permeabilities of said com polymeric material allows said hydrated lens to be worn as extended 
wear Iras that is worn for a continuous period of at least 24 hours with corneal swelling of less 
than about 8%. 

Claim 160 (Previously Presented) The method of claim 159 wherein the surface 
modification treatment is selected from the group consisting of coating processes, grafting 
processes, plasma treating processes, electrical charge treating processes and irradiation 
processes. 

Claim 161 (Previously Presented) Ths method of claim 159 wherein the surface 
modification treatment is a plasma treating process. 

. Claim 162 (Previously Presented) The method of claim Ifilwherein saidoxyperm. 
polymerizable material is a fluorine-containing macromer and said ionoperm polymeriaahle 
material is N-vinyl pyrrolidone. 

Claim 1 6$ (Currently Amended) An extended wear contact lens comprising a core 
polymeric material hav i n g md upper and lower surfaces; said core polymeric material 
comprising a silicone copolymer which provides a high ion permeability and. a high oxygen 
permeabiKty, wherein said silicone copolymer comprises an oxyperm pnlymcrizahle material 
selected from the group consisting of fruorine-coniainirtg macromers and fluorine-containing 
monomers, and an ionopenn polymerizable material selected from the group consisting of 
aoylates, methacrylates, polyalkylene glycols and N-vinyl pyrrolidones; said core polymeric 
material having an oxygen prameabiliry equal to or greater than 77 barrets; wherein said surfaces 
are hydrophilically modified by a treatment process selected from the group consisting of coating 
processes, grafting processes, plasma treating processes, electrical charge treating processes and 
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irradiation processes; and wherein said extended wear contact lens can be continuously worn for 
at least four days on a human eye without substantial comcaJ swelling. 

Claim 164 (Previously Presented) The extended contact leas of claim 163 wherein said 
core polymeric material comprises a fluorine containing macromer, and N-vinyl pyrrolidone. 

Claim 1 65 (Previously Presented). The extended contact lens of claim 164 wherein said 
surfaces are modified by a plasma treating process. 

Claim 166 (Previously Presented) The extended contact lens of claim 165 wherein said 
extended lens can he continuously worn for about 7 days with less than about 8% corneal 
swelling. 

Claim 167 (Previously Presented) The extended contact lens of ohrim 163 wherein said 
extended lens is worn for about 30 days. 

Claim 168 (Currendy Amended) A hydrogel contact lens having modified surfaces, said 
hyttiogel contact lens comprising a core polymeric material having an oxygen permeability equal 
to or greater than 77 barrels, said hydrogel contact lens being suited to make contact with ocular 
tissue and ocular fluids and having a high oxygen permeability and a high ion permeability, said 

core polymeric material having formed from polymerizable materials comprising: 

o 

(a) an oxyperm polymerizable material selected from the group consisting of 
tluormeM^ntainmg macromers and fluorino-contairdng monomers, and 

(b) an iocopena polymerizable material selected from the group consisting of 
acrylates, methacrylates, poryalkyiene glycols and N-vinyl pyrrolidones, wherein said lens has a 
high oxygen permeability and allows ion or water permeation in an amount sufficient to enable 
the lens to move on the eye such that corneal health is not substantially harmed and wearer 
comfort is acceptable during a period of continuous contact with ocular tissue and ocular fluids, 
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continuous wear on a toman eye without substantial corneal Ming. 

Claim i^^vio^ly^^ Th.h^^lmctfc.aimiegwh^^ 
^polymeric.atendcornpn.sesafluo^co^ 
N-vinyl pyrrolidone as said ionopmn material 

Claim 170 (Previo^IyPra^) The hydrogel contact lens of claim 16* wherein ta id 
surfaces atrmDdified by a plasma treating pmcesa. 

Claim 17J (Previously Presented) lie hydt-gd contact lens 0 f claim 170 wherein ^d 
lens can be worn fcr about 7 days with lesa than about 8% corneal swelling. 

Claim 172 (IWsly Kmmd) Thehydroge] c0at8 ct Iw!S of claim 170 wherein said 
lensiswomforabo^dayswift^ 

Claim 173 (PreviooslyPr^tcd) IfcehydtogelcotrtactlenaofdiAn 170 wherein 
leas can be ccmtinuously worn for about 30 days. 

Claim IT^B^vio^IyPre.emed) The hyfcogel intact leng of claim 169 wherein.^ 
lens has an oxygen peimeability of at least about 81 barters. 

Claim 175 (Currently Amanded) A method ofusingacrm^t tens as an extended wear 
fens, said lenihavmg^^ 
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contact pcnod is about 7 days. 

aj P^^g a lens formulation comprising an 0xva&rm m , . t 
*. , BM £ * W>ettn Po'ynieruable material, and 

lonoperm imlymerizaWe material when™ 

hetween about 30% to about 70% u ^ ■ C °' npns " 
m7W ' 0 f«i dlai3 fomidation . 

b) pkdag said iens foraiukHon in a lens mold; 
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c) polymerizing said lens formulation in said mold to form a lens core material 
having inner and outer surfaces such that said oxyperm potymerizable material and said 
tonoperm polymcrixatle material of said lens formulation form separate oxypanh and ionoperm 
phases; said 1cm rorc material having an oxygen permeability equal to or greater than 69 barrers; 

d) removing said Ions care material from said lens mold; 

e) subjecting said lens core material to a treatment to modify said surfaces of said 
lens core material, wherein the surface treatment makes said surfaces more hydrophilic or 
lipophobic and more biocompatible with the ocular tissue than said core material alone; and 

0 hydradng the treated lens core material to produce a hydrated extended wear 
contact Jens, 

wherein the modified surfaces of said tens in conjunction with the high oxygen and ion 
permeabilities of said core polymeric material allows said hydrated lens to be worn as extended 
wear lens that is worn for a continuous period of at least 24 hours without having substantial 
amounts of lipid adsorption. 

Claim 184 (Previously Presented) The method of claim 183 wherein the surface 
modification treatment is selected from the group consisting of coating processes, grafting 
processes, plasma treating processes, electrical charge treating processes and irradiation 
JSW^vMJmmmtJmum atlMMfc—. 



Claim 185 (Currently Amended) The method of claim 1 83 wherein the surface 
modification treatment includes [is] a plasma treating process. 

Claim 186 (Currently Amended) The method of claim 185 wherein [said oxyperm 
poIymerwaMe material is a fluorine macromer and} said ionoperm potymerizable material is N- 
vinyl pyrroh'donc 
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Claim 187 (Previously Presented) An extended wear contact lens comprising a core 
polymeric material and upper and lower surfaces, said core polymeric material formed from a 
silicone copolymer which provides a high ion permeability and a high oxygen permeability; said 
silicone copolymer comprising an oxyperm polymerizable materia], and an ionopenn 
polymerizable material; said core polymeric material having an oxygen permeability equal to or 
greater than 69 barren; wherein said surfaces are hydropW lieally modified by a treatment 
process selected from the group consisting af coating processes, grafting processes, plasma 
treating processes, electrical charge treating processes and irradiation processes; and wherein 
said extended wear contact lena can be continuously worn for at least four daya on a human eye 

Claim 188 (Currently Amended) The extended contact tens of claim 187 wherein said 
core polymeric material is formed from N-vinyl pyrrolidone. 
^^^^^^ffiml^^^e^^ly^Seffl^^^^^e^Sc^^S^Sfc^^^^^wr^T^rf'^ 
surfaces are modified by a plasma treating process, 

Claim 1 90 (Previously Presented) The extended contact tens of claim 1 89 wherein said 
extended lens can be continuously worn for about 7 days with leas than about 7 % corneal 
swelling. 

Claim 191 (Currently Amended) The extended contact lens of claim 187 wherein said 
extended wended wear lens can be worn for about 30 days. 

Clitirfl 192 (Currently Amended) A sdlaxane hydroed enntact lens having modified 
surfaces, said hydmgel enntact lens comprising a core polymeric material having an oxygen 
permeability equal to or greater than 69 barters, said hydrogel contact lena being suited to make 
contact with ocular tissue and ocular fluids and having a high oxygen permeability and a high ion 
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permeability, said core polymeric material being formed frompolymerizable materials 
comprising: 

(a) an oxypentipolymerizable material, and 

(b) an ionoperm polymerizable material, 

wherein said lens has a high oxygen pameability and allows ion or water permeation in 
an amrtimf sufficient to enable the lens to move on the eye such that corneal health is not 
substantially harmed and wearer comfort is acceptable during a period of continuous contact 
with ocular tissue end ocular fluids, wherein said lens has an oxygen permeability of at least 
about 69 barren and an ion permeability characterized either by an Ionoflux Ion Diffusion 
Coefficient of greater gateg than about 6.4 x VO-6 Tnro2/sec or an Ionoton Ion Permeability 
Coefficient of greater than about OA x 10" 8 444 cm 2 [cm2j /min. 

wherein said modified surfaces are hydrophilically modified surfaces that are modified 
by a treatment process selected from the gmup consisting of coating processes, grafting 
processes, plasma treating processes, electrical charge treating processes and irradiation 
processes, 

wherein eaid hydrogel contact lens is adapted for at least 24 hours of continuous wear on 
a human eye without substantial corneal swelling and without having substantial amounts of 
lipid adsorption. 

Claim 193 (Previously Presented) The hydrogel contact leas of claim J 92 wherein said 
core polymeric material is formed from N-vinyl pyrrolidone as said ionoperm material. 

Claim 194 (Previously Presented) The hydrogel contact lens of claim 193 wherein said 
surfaces are modified by a plasms treating process, 

-II- 
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Claim 195 {Previously Presented) The hydrogel contact lens of claim 194 wherein said 
lens can be worn for about 7 days in continuous contact with ocular tissues and fliuds with less 
than about 8% corneal swelling. 

Claim 1 96 (Previously Presented) Hie hydrogel contact lens of claim 1 94 wherein said 
lens is wom for about 7 days with less than about 4% corneal swelling. 

Claim 197 (Previously Presented) The hydrogel contact lens of claim 194 wherein said 
lens can be continuously worn for about 30 days. 

Claim 198 (Previously Presented) The hydrogel contact lens of claim 194 wherein said 
lens has an oxygen permeability of at least about 77 barrers. 

Claim 1 99 (Currently Amended) A method of using a contact lens as an extended wear 
1ms, said lens having ophthalmjcal ly compatible modified surfaces, said lens being suited to - 
extended periods of wear in ennrinunus, intimate contact with ocular tissue and ncuiar fluids, 
said lens comprising a polymeric material which has a high oxygen permeability and a high ion 
or water permeability, and which has an oxygen permeability equal to or greater than 69 barrets, 
said polymeric material being formed from polymerizable materials comprising: 

(a) an oxyperm polymerizable material, and 

(b) an ionoperm polymerizable material, 

wherein said modj fieri sivfacas are rwidj Bed by a. treatment process selected from the 
group consisting of coating processes, grafting processes, plasma treating processes, electrical • 
charge treating processes and irradiation processes; 

wherein said lens allows oxygen permeation in an amount sufficient to maintain corneal 
health and wearer comfbrt during a period of extended, continuous contact with ocular tissue and 
ocular fluids; 

-12- 
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wherein said lens allows Ion or water rwnncation m an amount sufficient to enable the 
leas to move on the eye such that corneal health is not substantially banned and wearer comfort 
is acceptable during a period of extended, continuous contact with ocular tissue and ocular fluids 
without having substantial amounts of lipid absorption; and 

wherein said ophthalmic lerahasan oxygen permeability of at Ida ahout 70 barters and 
an ion permeability characterized either by (1) an Ionoton Ion Permeability Coefficient of greater 
than about 0.4x tof [1CM5] era? [cm2]/sec or (2) *n Jonoflux Diffusion. Coefficient of greater 
than about 6AxWt {10-6] mm! tniirt2]/min. wherein said ion permeability is measured with 
respect to sodium ions; 

«pd method comprising the steps oT; 

(a) applying said len3 to the ocular environment, and 

(b) allowing said lens to remain in canrinous intimate contact with the ocular 
environment for a period of at least 24 hours without having substantial araountE of lipid 
adsorption. 

Claim 200 (Previously Presented) The method of claim 199 wherein said lens has an 
oxygen permeability of at least about 77 barms. 

Claim 201 (Provioualy Presented) The method of claim 199 wherein said intimate 
contact period is at least 4 days. 

Claim 203 (Previously Presented) The method of claim 199 wherein said intimate 
contact period is about 7 days. 

Claim 203 (Treviously Presented) The method of claim 199 wherein said intimate 
contact period is about 14 days. 

-13- 
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Claim 204 (Previously Presented) The method of claim 1 99 wherein said intimate 
contact period is about 30 days. 

Claim 205 (Previously Presented) The method of claim 199, wherein said leas produces, 
after wear of abnut 74 hmmt, inr.lndh'ne normal sleep periods, less than about 8% corneal 
swelling. 

Claim 206 (Previously Presented) The method of claim 199, wherein said 1ms produces, 
after wear of about 7 days, including normal sleep periods, less than about 6"% corneal swelling. 

Claim 207 (Currently Amended) A method of firming abiocflmpatible lens having high 
oxygen permeability and high water penneabiKry, said methnd comprising the steps o£ 

(a) forming a prc-polymer rawe'tonnwlatioii comprising an oxyperm polymerizable 
material, and an ionoperm polymerizable material, said oxyperm polymerizable material 
comprises between about 30% to about 70%, based on the total weight, of said reactive 
components formulation; 

(b) polymerizing the core formulation in an atmosphere substantially free from 
oxygen to form a biocompatible lens having a core and airfare*: 

(c) altering the surface of said com material tn produce a surface which is more 
hydrophilic than said coic material; and 

(d) autoclavingMid lens at predetermined temperatures; 

whereby said tens allows oxygen permeation in an amount sufficient to maintain corneal 
health and wearer comfort during a period of extended, continuous contact with ocular tissue ami 
ocular fluids, and 



-14- 

PAGE 27/43 * RCVD AT ^22S004 4:15:49 PM [Eastern Day^ht Title] * SVRUSPTO-EFXf^-l^ * DNIS:8r29308 * CSED:20275S80S7 * DURATION $mm-ss):1&4S 



09/22/2004 16:2*0 FAX ' 2027568087 



NcOemott Sill Eiery 



@ 028/043 



whereby said lens allows ion permeation in an amount wifiicicnt to enable the lens to 
move on the eye such that corneal health is not substantially harmed and wearer comfort is 
acceptable during a period of extended, continuous contact with ocular tissue and ocular fluids, 

wherein said lens having adequate movement on the eye with blinking to promote 
adequate tear exchange and without producing significant corneal swelling, without having 
substantial amounts of lipid adsorption, and without causing substantial wearer discomfort 
during the period of contact for at least 24 hours, 

wherein said biocompatible imhthnlrnin tens has an oxygen tranantissibility of at least 
about 70 barrets/mm and an ion permeability characterised either by (I) an lone ton Ion 
Permeability Coefficient of greater th*t aKrrot 0.2 x JU£± [10-6] cn£ [cm2] /sec or (2) by an 
Tonoflux fon Permeability Coefficient of greater than about 1 .5 x lpi [IM] mm* [mm2]/min, 
wherein said ion permeability is measured with respect to sodium ions. 

Claim 208 (Previously Presented) A method of forming a contact lens having high 
oxygen permeability and high water permeability, said method comprising: 

(a) forming a polymeric core material in the shape of a contact lens having an inner 
and outer surface; and 

(h) altering the surfaces of said core material to produce new surfaces that arc more 
hydrophilic than said core material, 

wherein said lens having adequate movement on the eye with blinking to promote 
adequate tear exchange and without producing significant corneal swelling, without having 
substantial amounts of lipid adsorption, and without causing substantial wearer discomfort 
during the period of contact for at least 24 hours. 

-15- 
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Claim 20$ (Previously Presented) the method of claim ?0R wherein said intimate 

contact period is about 7 days. 

Claim 210 (Previously Presented) The method of claim 208 wherein said intimate 

contact period is about 30 days. 

Claim 211 (Previously Presented) The method of claim 208 wherein said lens is 

autoclaved at predetermined temperatures- 
Claim 212 (Previously Presented) A biocompatible contact lens having high oxygen 

permeability end high water permeability, said lens comprising: 

(a) a polymeric core material in the shape, nf a contact lens having an inner and outer 

surface; and 

(h) saidsurfaces of said core material being surface modified to produce new surfaces 
that are mare hydrophilic than said core material, 

wherein said lens having adequate movement on the eye with blinking tn promote 
adequate tear exchange and without producing significant corneal swelling, without having 
substantial amounts of lipid adsorption, and without causing substantial wearer discomfort 
during the period of contact for at least 24 hours. 

Claim 213 (Previously Presented) The lens of claim 212 wherein said intimate contact 
period is at least 4 days. 

Claim 214 (Previously Presented) The lens of claim 213 wherein said, intimate contact 
period is about 7 days. 

Claim 215 (Previously Presented) The lens of claim 21 3 wherein said intimate contact 
period is about 14 days. 
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Claim 216 (Previously Presented) The lens ar claim 213 wherein said intimate contact 
period is about 30 days. 

Claim 217 (Previously Presented) Hw lens of claim 212, said lens being sterilized. 

temperatures. 

Claim 218 (Currently Amcndrd) A method for producing an extended wear contact lens, 
said contact leas comprising a cote polymeric material which has ahigb. oxyeen permeability 
and a high i«n or water permeability, which method comprises the steps of: 

a) ' preparing a lens formulation comprising an oxyperm polymerizahle material, and 
anionopennpolymerizable material, wherein said oxyperorwtvir^zable material comprises 
between about 30% to about 70%, based oh me total weight, of reactive components of said l*» 
formulation; 

b) placing sadd lens formulation in a lens mold; 

c) polymerizing said lens formulation in said mold to form a lens core material 
having inner and outer surfaces such that said oxyperm porymerizable material and said 
irmoperm polymerizable material of said lens formulation form separate oxyperm and ionoperm 
phases; said lens core material having an oxygen permeability equal to or greater than 69 barrm; 

d) removing said lens wire material fiom said lens mold; 

e) subjecting said lens core material to a treatment to modify said surfaces of said 
lens core material, wherein the surface treatment makes said surfaces more hydrophilic or 
upophobic and more ttocompatible with the ocular tissue than said core material alone; and 

f) hydratirtg the treated lens core material to produce a hydrated. extended wear 
contact lens, 
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wherein the modified surfaces Of said lens in conjunction with the high rj*ygen and ion 
permeabilities of said core polymeric material allows said hydrated tens tn be worn « as 
extended wear tens (that is worn] for a continuous period of at leaat 24 hours without having 
substantial amounts of lipid adsorption. 

Claim 219 (Currently Amended) A method for producing an extended wear contact lens, 
said contact lens comprising a core rmlvmeric material which has a high oxygen permeability 
and a high inn or water permeability, which method comprises the steps oft 

a) preparing a lens formulation comprising an oxyperm polymeri/aMe material 
selected from the group consisting of sUoxane-containmg rxiacromers, fliinrinc-containing 
macrotners, siioxane-containing mononas'and fliinrinc^containkg monomers, and an ionoperm 
polymerizable material, wherein said oxyperm polytnerkable material comprises between about 
30% to about 70%, based on me total weight, of reactive components of said lens formulation; 

b) placmgsaidlcrafcimulationinalensmoM; 

c) polymerizing said lens formulation in said mold to form a lens aire material 
having inner and outer surfaces snfih that said oxyperm polymerirable material and said 
ionoperm polymerizable material of said lens formulation form separate oxyperm and ionoperm 
phases; said lens core material having at least one continous pathway from said inner surface to 
said outer surface for oxygen transmission therethrough; 

d) removing said leas core material from said lens mold; 

e) subjecting said lens core material to a treatment to modify said surfaces of said 
tens core material, wherein the surface treatment makes said surfaces more bydrophiiic or 
Hpophobic and more biocompatible with the ocular tissue (Han said core material alone; and 
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I) hvdraiing the treated lens core material to produce a hydrated extended wear 
cpnlact len3, 

wherein the modified surfaces of said lens in function with the high oxygen and ion 
permeabilities of said core polymeric material allows said hydrated lens to be worn as an 
extended wear lens [that is worn] for a continuous period of at least 24 hours with corneal 
swelling of less than about 8%. 

Claim 220 (Previously Presented) The method of claim 219 wherein the surface 
modification treatment is selected from the group consisting of coating processes, grafting 
processes, plasma treating processes, electrical charge treating processes and irradiation 
processes. 

Claim 221 (Previously Presented) The method of claim 219 wherein the surface 
modification treatment is a plasma, treating process. 

Claim 222 (Previously Presented) The method of claim 221 wherein said oxypemi 
pftlymcrkable material is a siloxane containing macromer or siloxane contaim'Bg monomer and 
said ionoperm polymerizaMe material is N-vinyt pyrroKdone. 

Claim 223 (Previously Presented) An extended wear contact lens comprising a cons 
polymeric material and upper and lower surfaces, said core polymeric material comprising a 
silicone copolymer which provides a high ion permeability and a high oxygen permeability; 
wherein said silicone copolymer comprises an oxyperm polymsuablc material selected from the 
gtriup consisting of sjloxane-containins mscroraers, alown^ontaining monomers, fluorine- 
containing macromers, siloxane containing monomers and fluorine-containing monomers, and an 
ionoperm porymerizable material selected from the group consisting of acrylates, methacxylatca, 
polyaDcylene glycols and N-vinyi pyrroiidones, wherein said core polymeric material has at least 
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one codUiuious pathway from said upper surface to said lower surface fbr oxygen transmission; 
wherein said surfaces are hydropbilie&Uy modified by a treatment process selected from the 
group consisting of coating processes, grafting processes, plasma treating processes, electrical 
charge treating processes and irradiation processes; and wherein said extended -wear contact lens 
can be continuously worn for at least four days on a human cyt without substantial corneal 
swelling. 

Claim 224 (Previously Presented) The extended contact lens of claim 223 wherein said 
core polymeric material is formed from a mixture comprising a siloxane-containing macromer r>r 
a siloxane monomer, and N*vinyl pyrrolidone. 

Claim 225 (Previously Presented) The extended contact lens of claim 224 wherein said 
surfaces are modified by a plasma, treating process. 

Claim 226 (Previously Presented) The extended contact lens of claim 225 wherein said 
extended lens can be continuously worn for about 7 days with less than about 8 % corneal 
swelling. 

Claim 227 (Previously Presented) The extended contact lens of claim 224 wherein said 
extended wear lens can be worn fbr about 30 days. 

Claim 228 (Currently Amended) A hydrogel contact lens having modified surfaces, said 
hydrogel contact lens comprising a core polymeric material having at least one continuous 
pathway between said surfaces for oxygen transmission therethrough, said hydrogel contact lens 
being sorted to make contact with ocular tissue and ocular fluids and having a high oxygen 
pcnncabiliry and a high ton pcmteability, said core polymeric material formed from 
polymerizablc materials comprising; 
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(a) an oxyperm polymerizable material selected from the group consisting of 
sikwtoe-contaiDing raacromers, siloxane-mntaioing monomers, fluorine-containing rnacromers 
and fiuorine-contaimiig monomers, and 

(b) an ionoperm polymerizahlc material selected from the group consisting of 
acrylates, roethacrylates, polvsdkylwie glycols and N-vinyl pyrrolidones, 

wherein said Icrw has a high oxygen permeability and allows ion or watw permeation in 
an amount sufficient to enable the lens to move on the eye such that corneal health is not 
-whstantially harmed end wearer comfort is acceptable drtring a period of continuous contact 
with ocular tissue and ocular fluids, wherein said lens h« an oxygen permeability of at least 
about 70 barrere and an ion permeability characterized either by an lonoflux Ion Diffusion 
Coefficient of greater than about 6A x lffif [10-6] ml [mm2J/sec or an lonoton ton 
Permeability Coefficient of greater than about 0.4 x lfif { 10-6] cm* [cm2] /min, 

wherein said modified surfaces are hydropbilieally modified forrfecos that are modified 
by h treatment process selected from the group consisting of mating processes, grafting 
processes, plasma treating processes, electrical charge treating processes and irradiation 
processes, 

wherein said hydrogel coitfwt lens is adapted for at least 24 hours of continuous wear on 
a human eye without substantial corneal swelling. 

Claim 229 (Previously Presented) Hie hydrogel contact lens of claim 228 wherein said 
core polymeric material comprises a sUoxane-contaming macromcr or asitoxane containing 
monomer as said oxyperm material and N-vinyl pyrrolioW » snd ionoperm material 

Claim 230 (Previously Presented) .The hydtogel contact lens of claim 229 wherein said 
surfaces are modified by ft plasma treating process. 



-21 - 

PA(£3OTCVDAT9J2» 



09/22/2004 16:22 FAX ' 2027568087 



McDeraott Sill Emery 



1035/043 



Claim 23 1 (Previously Presented) The hydrogei contact lens of claim 230 wherein said 
lens can be worn for about 7 days with less than about 8% corneal swelling. 

Claim 232 (Previously Presented) The hydrogei contact lens of claim 230 wherein said 
lens is worn for about 7 days with less than about 4% corneal swelling. 

Claim 233 (Previously Presented) The hydrogei contact lens of claim 230 wherein said 
lens can be continuously worn for about 30 days. 

Claim 234 (Previously Presented) The hydrogei contact lens of claim 230 wherein said 
lens has an oxygen permeability of at least 75 baiters . 

Claim 235 (Currently Amended) A method of using a contact lens as an extended wear 
lens, said lens having ophthahnically compatible modified surfaces, said lens being suited to 
extended periods of wear in continuous intimate contact with ocular tissue and ocular fluids, 
said lens comprising i polymeric material which has a high oxygen permeability and a high ion 
or water pwmeahility. and which has at least one continous pathway between said modified 
surfaces for oxygen surfaces, said polymeric material being formed fiwm polymerizable 
materials comprising: 

(a) anoxypermpolymerizablematKriHl,and 

(b) an ionopenn polymerizable material, 

wherein said modifier! surfaces arc modiBed by a treatment process selected flora the 
group censing of coating processes, grafting processes, plasma treating processes, electrical 
charge treating processes and irradiation processes; 

wherein said lens allows oxygen permeation in an amount sufficient to maintain corneal 
health and wearer comfort during a period of extended, continuous contact with ocular tissue an< 
ocular fluids; 
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wherein said lens allows ion or water permeation in an amount sufficient to enabte the 
tens to move on the eye »ich that corneal health is not substantially harmed and wearer comfort 
is acceptable during a period of extended, continuous contact with ocular tissue and ocular fluids 
without having substantial amounts of lipid absorption; and 

wherein said ophthalmic lens has an oxygen permeability of at least about 70 baiters and 
an ion permeability characterized either by (I) an Ionoton Ion Permeability Coefficient of greater 
than about 0.4 x to -6 (1CMS1 cm 2 [cm2] /sec or (2) an Ionoflux Diffusion Coefficient of greater 
than about 6.4 x Iff? [iCMi] tsst [mt&Vmin, wherein said ion permeability is mwuredwith 
respect tn sodium ions: 

said method comprising the steps oft 

(a) applying said lens to the ocular environment, and 

(b) allowing said lens to remain in continuous ooatiaoua intimate contact with the 
ocular environment for a period of at least 24 hours. 

Claim 236 (Pr«viruisly Presented) The method of claim 235 wherein said lens has an 
oxygen permeability of at least about 77 barters. 

Claim 237 (Previously Presented) The method of claim 235 wherein said intimate 
contact period ia at least 4 days. 

Claim 238 (Previously Presented) The method of claim 235 wherein said intimate 
contact period is about 7 days. 

Claim 239 (Previously Presented) The method of claim 235 wherein said inrinwte 
contact psriod is about 14 days. 

Claim 240 (Previously Presented) The method of claim 235 wherein said intimate 
contact period ia about 30 days. 
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Claim 241 (Previously Presented) The method of claim 235, wherein said lens produces, 
after wear of about 24 hours, including normal sleep periods, less than about 8% corneal 
swelling. 

Claim 242 (Previously Presented) The method of claim 235, wherein said lens produces, 
after wear of about 7 days, including normal sfeep periods, less that about 6% corneal swelling- 
Claim 243 (Currently Amended) An extended wear contact lens comprising a core 
polymeric material and inner and lower lewer surfaces that are more hydiophilic than said core 
polymeric material, said core polymeric material formed from a silicone copolymer which 
provides a high ion permeability and a high oxygen penneability; said silicone copolymer 
comprising an oxyperm polymerizable material, and art wwvopcrra polymerizable material; said 
core polymeric material having an oxygen permeability equal to or greater than 69 barrers; 
wherein said extended wear contact tens can be continuously worn for at least fourteen days on a. 
human eye without substantial corneal swelling and without having substantial amounts nf lipid 
adsorption. 

244 (Currently Amended) A sikwane hydrogel contact lens comprising a core polymeric 
material having hydrephilicaUy modified surfaces that are more hydrophilic that said core 
material, said hydrogel contact lens being suited to malce contact with ocular tissue and ocular 
fluids, said core polymeric material being formed from polymerizable materials comprising: 

(a) an oxyperm palyrneair.^hlc material, and 

(b) an innnperm polymerizable material, 

wherein said lens has an oxygen permeability of at least about 69 barrers and so ion 
permeability characterized either by an Ionoflux Ion Diffusion Coefficient of greater than about 
6.4 x 10~*j3-S mmVsec or an Ionoton Ion Permeability Coefficient of greater than about 0.4 x 
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10^ 444 em'/min to enable the lens to move an th« eye such thai corneal health is not 
substantially harmed and wearer comfort is acceptable during a period of continuous contact 
with ocular tissue and ocular fluids, 

wherein said hydrogcl wtntact lens is adapted for atleast 14 days of continuous wear on a 
human eye without substantial conical swelling and without having substantial amounts of lipid 
adsorption. 

Claim 245 (Currently Amended) A biocompsHMe contact lens having an oxygen 
permeability of at least about 69 barrens and an ion permeability characterized by an tonoton Ion 
Permeability Coefficient of greater than shout 0.4 x ctn'Anin, eaid lens comprising: 

(a) a polymeric core material in the shape of contact lens having an inner and outer . 
surface; and 

(b) said surfaces of eaid core material being surface treated (»odiS«d) to form 
surfaces that are more hydrophilic man said core material; " 

aaid lens having adequate movement on the eye without blinking to promote adequate 
tear exchange and without producing significant corneal swelling, without having substantial 
lipid adsorption, and without causing substantial wearer discomfort for a period of continuous 
contino a s contact for 14 days. 

Claim 246 (Currently Amended) A biocompatible sterilizaWe contact lens having an 
oxygen permeability of at least about 69 barren: and an ion pomwhiiity characterized by an 
Ionoton Ion Permeability Coefficient of greater than about 0.4 x anVmin, said lens 

comprising: 

(a) a polymeric core material in the shape of contact lens having an inner and outer 
surface; and 
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(b) said surfaces of said core material being surface modified to form surfaces that 
are more hydrophilic than said cow. material; 

said lens having adequate movement on the eye without blinking to promote adequate 
tear exchange and. without producing significant corneal swelling, without having substantial 
lipid adsorption, and without causing substantial wearer discomfort for a period of affltisftous. 
eeatiftew contact for 30 days. 

Claim 247 (New) A contact lens comprising a polymeric material formed from at least: 

(a) an ionoperm polymetizable material comprijmg at least one of 2-hydroxyethyl 
tnethacrylate orN^-dimethylaoylamidft; and 

(b) an oxyperm polymerizablc material; 

wherein said lens has an oxygen transmissibility of at least about 70 hairers/mra and an 
ion permeability characterized either by (1) an Tonoton ion permeability coefficient of greater 
than about 0.25 x 10 " 3 cnrVeec, or (2) an tonoflra. difiufdrm coefficient of greater than about 1.3 
x 10 3 mmVmm, wherein said ion permeability ;.< measured with respect to sodium ions; 

wherein said lens is suitable for wmtinuous, intimate contact with ocular tissue and ocular 
fluids while having adequate movement ori the eye with blinking to promote adequate tew 
exchange and without producing significant corneal swelling, without having substantial 
amounts of lipid adsorption, and without causing substantial wearer discomfort during a period 
of wear of at least 24 hours. 

Claim 248 (New) The contact lens of claim 247 wherein said ionoperm polymerizable 
material comprises bom 2-hydroxyethyl mrfhacrylate and N.N-dimethylacrylamide. 
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Claim 249 (New) The contact lens of claim 248 wherein said nxyperm polymerizable 
material comprises at least one of a siloxane containing maemmer or a siloxane containing 
monomer. 

Claim 250 (New) The contact lena of claim 249 wherein said polymeric material is 
further formed from ethylene glycol dimcthacrylate. 

Claim 251 (New) The contact lens of claim 250 whereto said lens is antoclaved without 
Icwning either said oxygen trensmiMhUity or said ton permeability hekvw levels sufficient to 
maintain, good corneal health and on-eye movement 

Claim 252 (New) Thecontactleasof plaim250whcrcmS^^ 

daye. 

Claim 253 (New) The contact lens of claim 250 wherein said period of wear is at least 7 

days. 

Claim 254 (New) The contact lens of claim 247 further comprising polyvinylpyrrolidone 
at a surface of said lens. 

Claim 255 (New) The contact lens of claim 254 wherein said polyvinylpyrrolidone coats 
said surface of said lens. 

Claim 256 (New) The ccw^ lens of claims 

days. 

Claim 751 (New) The contact lens of claim 247 wherein said period, of wear is at least 7 

days. 

Claim 258 (New) The contact lens of claim 247 wherein said lens has an eqwlibrium 
water content of about 10 to about 30 weight percent 
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SriPPORT FOR TWE NEW CLAIMS 

Claims 247 to 258 are new. Support for the new claim* can be found throughout the 
detailed specification and original clams, for example, detailed support for claim 247 can be 
found on page 10. begtanini at Hne 23, where applicants describe kmopejm polymerizaWc 
materials to include 2-hydroxyethyI methaaylatc of N^-dimetb^crylamida; wider Tables E on 
pages 91 , applicants describe preferred lonoton values of greater than about O.?.'! x 10 * cmVsec 
in Table F on pager 96 and in Example F 5 applicants further describe Tnnoflux values including 
those greater than abont 1,3x10^ mm 2 /min. Additional support for claim 249 can be Found 
under the swtion labeled oxyperm polymeriable materials nnpagc 9 of specification; support 
for claim 250 can be found on page 1 1, line 11; support for claims 254 and 255 can be found in 
Examples F 1 to F 12 and Table F on pages 93 -96; support Tor claims 251 to 253 and ?M to 258 
should be readily apparent Com the disclosure. Accordingly, it ie respectfully snbmittcd that the 
addition ofnew claims 247 to 258 does not rai$a any new matter issues. 
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REMARKS: 

In me Office Action mailed on November 6, 2004, the Examiner allowed claims 183-242 
and rejected claims 243-246 wider 35 U.S.C. § 102(b) over Nicolson ct al US. Patent No. 
5,649,811. ("Nicolaon *8U Patent?). The courtesy of the Bxamiaer in allowing claims 183-242 , 
believed to be claims 1 59-242, is appreciated 

For avoidance of doubt; the examiner is requested to indicate that pending claims 159 to 
182 are also in condition for allowance, as reflected in the examiner's Notice of Allowability of 
December 2, 2002. Applicants believe that the omission of claims 159 to 182 as allowable was 
inadvertent, and have interpreted the Offiof; Action as allowing these claims. 

Applicant respectfully requests reconsideration of the pending claims in view of the . 
above amendments to the claims and the following remarks. 

In particu lar Applicants have made minor amendments to the claims marked "currently 
amended" aa reflected above, to clarify the feet that superscripts we present in appropriate 
claims, and correct typographical errors. 

THE REJECTION OP CLAIMS 243-24$ IS OVERCOME AS THE NICOLSON '811 
PATENT IS NOT PRIOR AftT UNDER 35 U.S.C. 8 102O» 

The Nicolson *811 Patent, SN 08/682,452, does not qualify as prior art. The Nicolson 
'81) Patent is a parent application of the present application as indicated in the filing receipt. 
Clearly, priority of SN 08/682,452 wa* claimed upon the August 17, 2000 filing date of the 
present application and such priority was granted, hy the filing receipt where the SN 08/682,452 
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applicarion, now the NicoIson'Bl I Patent, is specifically identified. Accordingly, withdrawal 
of the rejection under claims 243-246 wider 35 U.S.C. § 102(b) is requested. 

New claims 247 to 258 claim a species of the invention. In particular, independent claim 
247 Mflifflg a lens having a specific ionoperm polymerizable material, with the lens having a 
extendi period of wear of 24 hours without substantial lipid adsorption. Dependant claims 248 
to 258 depend on independent claim 247. 

A notice of allowance is solicited. 

For avoidance of doubt, applicants' additionally petition for an extension of time under 37 
CJF.R. §1.136. which is hereby made. Please charge any shortage in fas Hue in connection with the 
filing of this paper, including extension of time Tees, w Deposit Account Number 500417 and 
please credit any excess fees to such deposit account. 



Respectfully submitted, 

MOTT, WILL & E 



600 t3 ft Street, N.W. 
Washington, DC 20005-30% 
(202)756-8000 KLOIed 
Date: May 6, 2004 
Facsimile: (202) 75d-8087 
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